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REMARKS 

Applicants respectfully request reconsideration of the present application in view of the 
foregoing amendments and in view of the reasons that follow. 

Claims 14, 15, 28 and 29 are currently being amended. This amendment changes claims 
in this application. Support for amendment to claims 14 and 15 appears in the Specification as 
originally filed at page 33, lines 10-20. Claims 28 and 29 have been amended to obviate 
improperly multiply-dependent claims. No new matter has been added with the present 
amendment. A detailed listing of all claims that are, or were, in the application, irrespective of 
whether the claims remain under examination in the application, is presented, with an appropriate 
defined status identifier. After amending the claims as set forth above, claims 1-7, 11, 13-16, 18- 
21, 23-31 and 33-61 are now pending in this application. Claims 14, 15, 28-30, and 37 are 
currently under examination. 

Objection to the Specification 

The Examiner has objected to the Specification as not having section headings and for 
including an embedded hyperlink. Applicants have amended the Specification, thereby obviating 
the rejection. Support for the added text can be found, for example, on pages 49 through 52 of 
the Specification as filed. No new matter has been added with the present amendment. 
Reconsideration and withdrawal of the objection are respectfully requested. 

Rejection of Claims 28 and 29 Under 37 C.F.R. 1. 75(c) 

The Examiner has rejected Claims 28 and 29 under 37 C.F.R. 1 .75(c) as being of 
improper dependent form for failing to further limit the subject matter of a previous claim. 

Applicants have amended Claims 28 and 29, thereby obviating the rejection. 
Reconsideration and withdrawal of the rejection are respectfully requested. 

Rejection of Claims 14, 15, 28-30 and 37 Under 35 U.S.C. § 101 

The Examiner has rejected Claims 14, 15, 28-30, and 37 under 35 U.S.C. 101 because the 
claimed invention is not supported by either a substantial asserted utility or a well established 
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utility. Specifically, the Examiner alleges that the utilities disclosed in the present application are 
not considered to be substantial or well established because there is no teaching as to the 
biological activity of the protein(s) encoded by SEQ, ID. NO. 12. 

Applicants respectfully disagree. Applicants have unexpectedly found, as specifically 
outlined in Example 2, that the CAT gene and the homologous gene subject to the present 
application is found in the break point region of thyroid tumors (paragraph 2 of Example 2). 
There is certainly a disclosed credible and substantial utility in using this unexpected finding in 
methods of detecting, for example, thyroid tumors, as the protein is indicative of the break point, 
which in turn is indicative of thyroid tumor. Applicants assert that utility of the subject matter of 
the above-referenced claims does not rest on what the biological activity of the protein(s) 
encoded by SEQ. ID. NO. 1 2 actually is, at least for methods of detecting the protein and variants 
thereof as a basis for diagnosing, for example, thyroid tumor. The knowledge of the amino acid 
sequence will allow a person skilled in the art to prepare and test a sample for the presence and 
absence of the claimed protein. Accordingly, the Applicants assert that there is a substantial and 
credible utility associated with diagnosing thyroid tumor. 

The Examiner also asserts that because Applicants describe the protein as a CAT protein 
without showing CAT activity, that there is no well-established utility (Office Action at pg. 4). 
This assertion is not relevant for the purposes of providing a substantial and credible utility for 
the protein as a marker for a disease state. Indeed, the utility of the subject matter of the above- 
referenced claims does not turn on whether the protein is actually a CAT, i.e., a cationic amino 
acid transporter, or not because, as noted above, the presence or absence of the protein itself is 
indicative of, for example, the presence or absence of thyroid tumor. 

The Examiner also asserts that the Specification does not teach a relationship to any 
specific disease or establish any involvement of the protein encoded by SEQ. ID. NO. 12 in the 
etiology of any specific disease (Page 6 of the Office Action). Applicants respectfully disagree 
with this assertion. In contrast to the assertion of the Examiner, the Specification teaches that the 
genomic sequence of SEQ. ID. NO. 12 lies in the break point region of the thyroid tumor 
(paragraph 2 of Example 2). The Examiner acknowledges that thyroid hyperplasia or tumor is 
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the result of chromosome 1 9 q 1 3 translocation. The genomic location of the gene was 
discovered to be indicative of thyroid tumor because detection of the protein product is indicative 
of the presence or absence of chromosomal translocation. This relationship thus provides a 
specific, substantial and credible utility for the claimed invention. 

Claims 14 and 1 5 are further rejected by the Examiner for allegedly not distinguishing the 
claimed antibody from the one that might exist in nature. Applicants have amended Claims 1 4 
and 1 5, thereby obviating this rejection. 

In light of the above amendments and remarks, reconsideration and withdrawal of the 
rejection are respectfully requested. 

Claim Rejections Under 35 CISC § 112 

Claims 14, 15, 28-30, and 37 are also rejected under 35 U.S.C. 112, first paragraph. The 
Examiner asserts that, because the claimed invention is not supported by a substantial and well- 
established utility, one of skill in the art would not know how to use the claimed invention. 

Applicants respectfully disagree. 

As stated above, there is a clearly supported substantial and credible utility for using 
detection methods to diagnose, for example, thyroid tumor, based on detecting the presence or 
absence of protein(s) encoded by SEQ ID NO: 12. Since there is a clear, substantial and credible 
utility, and since one of skill in the art would know how to use antibodies to detect the presence 
or absence of proteins, it is clear one of skill in the art is enabled by the Specification to practice 
the full scope of the claimed invention. 

In light of the above amendments and remarks, reconsideration and withdrawal of the 
rejection are respectfully requested. 

Conclusion 

Applicants believe that the present application is now in condition for allowance. 
Favorable reconsideration of the application as amended is respectfully requested. 

The Examiner is invited to contact the undersigned by telephone if it is felt that a 
telephone interview would advance the prosecution of the present application. 
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The Commissioner is hereby authorized to charge any additional fees which may be 
required regarding this application under 37 C.F.R. §§1.16-1.17, or credit any overpayment, to 
Deposit Account No. 1 9-0741 . Should no proper payment be enclosed herewith, as by a check or 
credit card payment form being in the wrong amount, unsigned, post-dated, otherwise improper 
or informal or even entirely missing, the Commissioner is authorized to charge the unpaid 
amount to Deposit Account No. 19-0741. If any extensions of time are needed for timely 
acceptance of papers submitted herewith, Applicants hereby petition for such extension under 37 
C.F.R. §1.1 36 and authorizes payment of any such extensions fees to Deposit Account No. 19- 
0741. 

Respectfully submitted, 



Date. 



A 



FOLEY & LARDNER LLP 
Customer Number: 48329 
Telephone; (617)342-4088 
Facsimile: (617)342-4001 




James F. Ewing / 
Attorney for Applicants 
Registration No. 52,875 
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